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-- The MAILING DATE of this communication appears on the cover sheet with the c rrespondence address -- 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this cxjmmunication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 10/31/03 (Amendment) . 
2a)^ This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for fornnal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1-14 is/are pending in the application. 

4a) Of the above claim(s) 14 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) ^ Claim(s) 1-13 is/are reiected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction Is required if the drawing{s) is objected to. See 37 CFR 1 .121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. §§119 and 120 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

13) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1.78. 

a) n The translation of the foreign language provisional application has been received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 



Attach ment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). 

2) n Notice of Draftsperson's Patent Drawing Review {PTO-948) 5) CH Notice of Informal Patent Application (PTO-152) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 
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Art Unit: 3762 

DETAILED ACTION 
Restriction 

1 . Newly submitted claim 14 is directed to an invention that is independent or distinct from 
the invention originally claimed for the following reasons: Independent claim 14 has the 
following limitations not found in independent claims 1, 4, 6, 8, and 1 1 : "at least one waisted 
region", "a first electrode and a second electrode", and "wherein the waisted region is positioned 
between the first electrode and the second electrode. 

Since the Applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for prosecution 
on the merits. Accordingly, claim 14 is withdrawn from consideration as being directed to a 
non-elected invention. See 37 CFR 1.142(b) and MPEP § 821.03. 

Response to Arguments 

2. The Applicant's arguments filed 10/3 1/03 have been fully considered. The arguments 
regarding the: 

35 U.S.C. 102(b) rejection as being anticipated by Yoon (US 5484426), 
35 U.S.C. 102(b) rejection as being anticipated by Clark et al. (EP 0 215 726), 
35 U.S.C. 102(e) as being anticipated by Kohnen et al. (US 6249707), and 
35 U.S.C. 102(e) rejection as being anticipated by Loeb (US 61 12124) 

are convincing, hence these rejections are withdrawn. 

Additional arguments presented by the Applicant relating to the other rejections are 

addressed in the subsequent paragraphs. 
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Claim Rejections - 35 USC § 102 
3. Claims 1-13 are rejected under 35 U.S.C. 102(e) as being anticipated by King et al. 
(US 6161047). King et al. disclose a stimulation lead (figures 1, 2A, lOA and lOB; 
col. 3 @ 51-57 and 60-67; col. 6 @ 54-62; col. 7 @ 20-32; col. 10 @ 50-55). 

The Applicant argues King et al. fails to provide a lead where the greatest transverse 
dimension of the body is less than a corresponding interior dimension of the percutaneous 
introduction structure. The Examiner disagrees. In the instant specification, paragraphs 0015 
and 0038, the narrov^ transverse dimension of the lead body is provided to enable percutaneous 
implantation. King et al. teach a compacted lead position (figure lOA) where the greatest 
transverse dimension of the body is less than a corresponding interior dimension of the 
percutaneous introduction structure to enable implantation (col. 10 @ 50-55). 

The Applicant argues King et al. fails to disclose the lead body has a varying transverse 
dimension enabling flexibiUty in a plane substantially parallel to the principle surface of the body 
of the lead and fails to provide steerablilty of the lead. The Examiner disagrees. King et al. 
teach the lead body has a varying transverse dimension, transverse by virtue of the spans both in 
the compacted position (figure lOA) and natural position (figure lOB), hence enabling flexibility 
in a plane substantially parallel to the principle surface of the body of the lead, providing more 
rigidity in the plane at the points of the spans and less rigidity in the plane between the spans. 
King et al. teach the lead body is steerable enabling easy insertion using a catheter/ needle / 
insertion tool (col. 3 @ 51-57). When the lead body does not have adequate structural support 
for steering. King et al. teach lead deployment using a stylet (25) (col. 7 @ 20-32). 
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4. Claims 1-7 are rejected under 35 U.S.C. 102(e) as being anticipated by 

Kuzma et al. (US 6522932). Kuzma et al. disclose a paddle-type electrode for spinal stimulation 

(figures 3, 7A, 7C and 1 1 A; abstract; col. 2 @ 8-22; col. 6 @ 42-46 and 63-66). 

The Applicant argues Kuzma et al. fails to provide a lead where the greatest transverse 
dimension of the body is less than a corresponding interior dimension of the percutaneous 
introduction structure. The Examiner disagrees. In the instant specification, paragraphs 0015 
and 0038, the narrow transverse dimension of the lead body is provided to enable percutaneous 
implantation. Kuzma et al. teach a lead in an insertion structure (50) (figure 7C) where on 
insertion the greatest transverse dimension of the lead body is less than a corresponding interior 
dimension of the percutaneous introduction structure (col. 6 @ 42-46). 

The Applicant argues Kuzma et al, fails to disclose the lead body has a varying transverse 
dimension enabling flexibility in a plane substantially parallel to the principle surface of the body 
of the lead and fails to provide steerablilty of the lead. The Examiner disagrees. Kuzma et al. 
teach the lead body has a varying transverse dimension, transverse by virtue of the columns of 
electrodes (figure 7A - 42a, 42b), hence enabling flexibility in a plane substantially parallel to 
the principle surface of the body of the lead. Kuzma et al. teach the lead body is steerable 
enabling deployment using an insertion tool (50) and proper material of construction for the lead 
body as the lead moves into position in the spinal cavity (col. 6 @ 59-62). When the lead body 
configuration does not have adequate structural support, Kuzma et al. teach lead deployment 
using a stylet (54) (col. 6 @ 63-66). 
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Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. Li considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. AppHcant is advised of the obUgation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the apphcability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claim Rejections - 35 USC § 102 and 103 

6. Claims 1-13 are rejected under 35 U.S.C. 102(e) as anticipated by or, in the alternative, 
under 35 U.S.C. 103(a) as obvious over Errico et al. (US 6175769) in view of Kohnen et al. 
(US 6249707). 

Errico et al, disclose a spinal cord electrode assembly (figures 1 and 3; col. 2 @ 56-63; 
col. 3 @ 41-52; col. 4 @ 46-50). Errico et al. disclose the art of spinal lead implantation has 
progressed from an invasive procedure to use of percutaneous positioning (col. 1 @ 22-34). 
When using percutaneous positioning, Errico et al. identified the lack of lead stabilization as an 
issue (col. 1 @ 40-46), and disclosed a method to reduce migration of the lead/ electrodes when 
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using percutaneous positioning (col. 2 @ 9-12), hence the lead is read to be implanted 
percutaneously. It is accepted that percutaneous positioning includes passing the lead through an 
insertion structure. 

In the alternative, it is well known in the spinal stimulation art to use a percutaneous 
introduction structure and percutaneous lead positioning to implant a spinal stimulation lead non- 
surgically. Kohnen et al. disclose non-surgical spinal lead implantation using an apparatus, a 
percutaneous introduction structure (figure 3-15), and method for percutaneously implanting 
the lead (col. 4 @ 64 - col. 5 @ 18). It would have been obvious to one having ordinary skill in 
the art at the time of the invention to have used percutaneous lead positioning and a percutaneous 
introduction structure in the Errico et al. system in order to provide a minimally invasive means 
for lead insertion that requires only local anesthetics and minimizes the recovery issues/ 
complication typically associated a surgical spinal lead implantation procedure (Errico et al. - 
col. 1 @ 28-29 and 32-34; Kohnen et al. - figure 3; col. 1 @ 54 - col. 2 @ 16; 
col. 4 @ 64 -col. 5 @ 18). 

The Applicant argues Errico et al. fails to provide a lead where the greatest transverse 
dimension of the body is less than a corresponding interior dimension of the percutaneous 
introduction structure. The Examiner disagrees. In the instant specification, paragraphs 0015 
and 0038, the narrow transverse dimension of the lead body is provided to enable percutaneous 
implantation. Errico et al. focus the invention to optimize lead stabilization following 
percutaneous positioning (col. 1 @ 22-34; col. 2 @ 9-12), percutaneous positioning being 
accepted to include passing the lead through an insertion structure, hence requiring that the 
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greatest transverse dimension of the body is less than a corresponding interior dimension of the 
percutaneous introduction structure (Errico et al. - figures 1, 2; 
Kohnen et al - col. 4 @ 64 - col. 5 @ 3). 

The Applicant argues Errico et al. fails to disclose the lead body has a varying transverse 
dimension that enables flexibility in a plane substantially parallel to the principle surface of the 
body of the lead and fails to provide steerablilty of the lead. The Examiner disagrees. 
Errico et al. teach the lead body has a varying transverse dimension, transverse by virtue of the 
laterally extending portions (figures 1,2 - 101), hence enabling flexibihty in a plane substantially 
parallel to the principle surface of the body of the lead. Errico et al. teach the lead body is 
steerable based on proper material of construction for the lead body (col. 1 @ 55-60). When the 
lead body configuration does not have adequate structural support for steerablity, Errico et al. 
teach lead deployment using a rigid wire/ stylet (col. 4 @ 46-50). 



Statutory Basis 

7. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Conclusion 

The Applicant's amendment/ clarification of 35 U.S.C. 1 12 issue necessitated the new 
ground(s) of rejection presented in this Office action. Accordingly, THIS ACTION IS MADE 
FINAL. See MPEP § 706.07(a). Applicant is reminded of the extension of time policy as set 
forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action, hi no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier conraiunications fi*om the 
Examiner should be directed to Fran Oropeza, telephone number is (703) 605-4355. The 
Examiner can normally be reached on Monday - Thursday fi"om 6 a.m. to 4:30 p.m. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
Supervisor, Angela D. Sykes can be reached on (703) 308-5181. The fax phone number for the 
organization where this application or proceeding is assigned is (703) 872-9306 for regular 
communication and for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Receptionist, telephone number is (703) 308-0858. 



Frances P. Oropeza 
Patent Examiner 
Art Unit 3762 





ANGELA D. SYKES 
SUPERVfSORY PATEMT EXAfl^!l'ER 
TEC! :;cOLOGY CEilTER 3700 



